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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1 .17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) has been 
timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 
1.114. AppHcant's submission filed on July 7, 2005 has been entered. 

Status of the Application 

2. The action is in response to the RCE filed on July 7, 2005. Currently claims 1-8 are pending. 
Claims 9-23 are cancelled. All arguments and amendment have been fully considered and 
thoroughly reviewed and deemed persuasive in view of the amendment. 

New rejections 
Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kato 
(USPN,5,707,807) in view of Arbuckle et al. (WO 99/41415). 

Kato teaches a method of claim 1 and 4, for amplifying a population of polynucleotides 
comprising 

(a) reverse transcribing an RNA population to provide a double-stranded population (see 
column 4, lines 11-12); 

(b) digesting said cDNA population with one or more restriction endonucleases (see column 4, 
lines 12-35) having a degenerate recognition or cleavage sequence, wherein the said restriction 
endonuclease is a three- to eight-base cutter (see column 7, lines 19-29, which include restriction 
endonucleases having degenerate bases) and wherein the degenerate recognition or cleavage 
sequence is represented by N'" where N is the extent of degeneracy (N is 2-4) and m is number of 
degenerate bases (m is 1-5) (restriction enzymes ) produce different single stranded overhangs 
for each restriction endonuclease (see column 7, lines 30-35, lines 49-56, wherein cohesive ends 
are formed with a mixture of A, C, G, and T bases); 

(c ) ligating said fragments to a series of adaptors lacking restriction endonuclease sites 
(biotinylated adaptors having degenerate bases), wherein each adaptor is cohesive to all possible 
overhangs (see column 4, lines 14-21); 

(d) amplifying said restriction fragments for 25 to 30 cycles which includes 25 cycles (see 
column 4, lines 54-61). 
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With regard to claim 3, Kato teaches said restriction endonuclease comprising four-base 
cutter (see column 7, lines 19-35); 

With regard to claim 5, Kato teaches that the method uses a series of adaptors having a 
sequence complementary to overhangs (see column 1, lines 49-56); 

With regard to claim 6, Kato teaches that said restriction fragments are amplified using 
PCR to produce PGR products (see column 6, lines 51-60); 

With regard to claim 7, Kato teaches that said adaptors provide priming sites for PCR (see 
column 7, lines 66-67, column 8, lines 16); 

With regard to claim 8, Kato teaches that the method comprises detection of PCR products 
using gel electrophoresis (see column 6, lines 57-60), However, Kato et al. did not specifically 
amplifying restriction fragments for no more than 25 cycles and quantitation of amplified 
restriction fragments. 

Arbuckle et al. teach a modified AFLP method, wherein Aurbuckle et al. teach that the 
method comprises primers specific for restriction digestion fragments (see page 12, paragraph 2, 
line 3-5 under amplification of adapter-modified DNA fragments); use of labeled primers (see 
page 28, line 12, claim 14, page 15, line 1-2 of paragraph 2 under detection of amplified 
products, page 16, line 1-2); and detecting and quantifying said amplification products (see page 
15, paragraphs 1-2 under detection of amplification products and page 16, line 1-13). Arbuckle et 
al. also teach amplification using no more than 25 cycles (see page 21, line 18-32). 

It would have been prima facie obvious to a person of ordinary skill in the art at the 
time the invention was made to modify the method of detecting polymorphism in AFLP 
fragments as taught by Kato et al. with a step of including quantitation of amplification products 
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as taught by Arbuckle et al. for the purpose of enhancing the specificity of detecting a target 
amplification product to provide an efficient DNA fingerprinting method. One skilled in the art 
would be motivated to combine the method as taught by Kato et al. with the inclusion 
quantitation of ampUfication products and amplification using touchdown PCR with no more 
than 25 cycles as taught by Arbuckle et al because Arbuckle et al. explicitly taught that the use 
touchdown PCR with no more than 25 cycles would solve the problems regarding annealing 
temperatures of different adapter-primers and aid in specific quantitation of amplified products 
for the purpose of efficient detection of DNA fingerprinting pattern (see page 15, paragraphs 1-2 
under detection of amplification products and page 16, line 1-13). The ordinary artisan would 
have a reasonable expectation of success that inclusion of inclusion of amplification for no more 
than 25 cycles and quantitation of the amplified restriction fragments would result in enhancing 
the specificity of detection of DNA fingerprinting as suggested by Arbucker et al. and such 
modification of the method would be obvious over the cited prior art in the absence of secondary 
considerations. 

Non-Statutory Double Patenting 

4. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir, 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed Cir. 1985); In re Van Omum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F,2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1, 130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3,73(b). 
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Claims 1-8 are provisionally rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-39, 95-98 of copending Application 
No. 10/055,109 in view of Arbuckle et al. (WO 99/41415). Although the conflicting claims are 
not identical, they are not patentably distinct from each other because the instant claims 1-8 are 
drawn to a method of comprising 

(a) reverse transcribing an RNA population to provide a double- stranded population; 

(b) digesting said cDNA population with one or more restriction endonucleases having a 
degenerate recognition or cleavage sequence, wherein the said restriction endonuclease is a 
three- to eight-base cutter which include restriction endonucleases having degenerate bases) and 
wherein the degenerate recognition or cleavage sequence is represented by N'" where N is the 
extent of degeneracy (N is 2-4) and m is number of degenerate bases (m is 1-5) (restriction 
enzymes) produce different single stranded overhangs for each restriction endonuclease ; 

(c ) ligating said fragments to a series of adaptors lacking restriction endonuclease sites 
(biotinylated adaptors having degenerate bases), wherein each adaptor is cohesive to all possible 
overhangs; 

(d) amplifying said restriction fragments; 

Claims 1-8 of the instant invention fall with in the scope of the claims 1, in combination 
with 6, 10, 14, 16-18, 20 and claim 28 in combination with 29-34, claim 95 in combination with 
96-98 because the claims of the co-pending application disclose said method for detecting one or 
more biological entities in a sample comprising the steps (a) - (d) recited in the instant 
application. The only variation in the instant invention with that of the co-pending application is 
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that, the co-pending application does not disclose amplification of restriction fragments for no 
more than 25 cycles. 

Arbuckle et al. teach a modified AFLP method, wherein Aurbuckle et al. teach that the method 
comprises primers specific for restriction digestion fragments (see page 12, paragraph 2, line 3-5 
under amplification of adapter-modified DNA fragments); use of labeled primers (see page 28, 
line 12, claim 14, page 15, line 1-2 of paragraph 2 under detection of arrq^lified products, page 
16, line 1-2); and detecting and quantifying said amplification products (see page 15, paragraphs 
1-2 under detection of amplification products and page 16, line 1-13). Arbuckle et al. also teach 
amplification using no more than 25 cycles (see page 21, line 18-32). 

It would have been prima facie obvious to a person of ordinary skill in the art at the 
time the invention was made to modify the method of detecting polymorphism in AFLP 
fragments as taught by the co-pending apphcation et al. with a step of including amplification for 
no more than 25 cycles as taught by Arbuckle et al. for the purpose of enhancing the specificity 
of detecting a target amplification product to provide an efficient DNA fingerprinting method. 
One skilled in the art would be motivated to combine the method as taught by co-pending 
apphcation with the inclusion amplification using touchdown PGR with no more than 25 cycles 
as taught by Arbuckle et al because Arbuckle et al. explicitly taught that the use touchdown PGR 
with no more than 25 cycles would solve the problems regarding anneahng temperatures of 
different adapter-primers and aid in specific quantitation of amplified products for the purpose of 
efficient detection of DNA fingerprinting pattern (see page 15, paragraphs 1-2 under detection of 
amplification products and page 16, line 1-13). The ordinary artisan would have a reasonable 
expectation of success that inclusion of amplification for no more than 25 cycles would result in 
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enhancing the specificity of detection of DNA fingerprinting as suggested by Arbucker et al. and 
such modification of the method would be obvious over the cited prior art in the absence of 
secondary considerations. 

This is a provisional obviousness-type double patenting rejection. 

Response to arguments: 

5. With regard to the rejection made in the previous office action under 35 USC 102(b) as 
anticipated by Kato et al., Applicants' arguments and amendment are fully considered and found 
persuasive. The rejection is moot in view of the amendment and new grounds of rejections. 

6. With regard to the rejection made in the previous office action under 35 USC 102(e) as 
anticipated by MacLeod et al., AppUcants' arguments and amendment are fully considered and 
found persuasive. The rejection is moot in view of the amendment and new grounds of 
rejections. 

Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suryaprabha Chunduru whose telephone number is 571-272- 
0783. The examiner can normally be reached on 8.30A.M. - 4.30P.M , Mon - Friday,. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published apphcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Patent Examiner 
Art Unit 1637 



